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Botox 50 U (Botulinum Toxin Type A, 50 Allergan Units/Vial)
Botox 100 U (Botulinum Toxin Type A, 100 Allergan Units/Vial)
Botox 200 U (Botulinum Toxin Type A, 200 Allergan Units/Vial)
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Neurologic disorders:

e Focal spasticity associated with dynamic equinus foot deformity due to spasticity in ambulant paediatric
cerebral palsy patients two years of age or older.

e Focal spasticity of the wrist and hand in adults.

e Focal spasticity of the lower limb, including ankle and foot in adults.

e Blepharospasm or VIl nerve disorders in patients over 12 years, hemifacial spasm and associated focal
dystonias as well as the correction of strabismus in patients 12 years of age and above.

e Reduction of the signs and symptoms of Cervical dystonia (spasmodic torticollis) in adults.

e Symptom relief in adults fulfilling criteria for chronic migraine (headaches on 215 days per month of
which at least 8 days with migraine) in patients who have responded inadequately or are intolerant of
prophylactic migraine medications.

Bladder disorders:

e Management of overactive bladder with symptoms of urinary incontinence, urgency and frequency in
adult patients who have an inadequate response to, or are intolerant of anticholinergic medication.

e Urinary incontinence in adults with neurogenic detrusor overactivity resulting from neurogenic bladder
due to stable sub-cervical spinal cord injury, or multiple sclerosis.

Skin and skin appendage disorder:
e Management of primary axillary hyperhidrosis in patients who failed other medical symptomatic
treatment.
e For the temporary improvement in the appearance of:
- moderate to severe vertical lines between the eyebrows seen at maximum frown (glabellar lines)
and/or,
- moderate to severe lateral canthal lines (crow’s feet lines) seen at maximum smile
and/or,
- moderate to severe forehead lines seen at maximum eyebrow elevation when the severity of the
facial lines has an important psychological impact in adult patients
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4.4 Special warnings and precautions for use

Cases of iatrogenic botulism have been reported following injection of botulinum toxin products. Patients
and caregivers should be advised to seek immediate medical advice if they experience any signs or
symptoms consistent with the spread of botulinum toxin effect or if swallowing, speech or respiratory
disorders arise (see section 4.9).
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The risk of symptoms from toxin spread is probably greatest in patients who have underlying conditions and
comorbidities that would predispose them to these symptoms, including children and adults treated for
spasticity, and are treated with high doses.

Patients treated with therapeutic doses may also experience exaggerated muscle weakness.

4.9 Overdose

Signs and symptoms of overdose are not apparent immediately post-injection. Should accidental injection
or ingestion occur or overdose or spread of toxin be suspected, the patient should be medically monitored
for up to several weeks for progressive signs and symptoms of muscular weakness, which could be local or
distant from the site of injection, that may include ptosis, diplopia, dysphagia, dysarthria, generalised
weakness or respiratory failure. These patients should be considered for further medical evaluation and
appropriate medical therapy immediately instituted, which may include hospitalisation.
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